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DETAILED ACTION 

I. Claims 8 1 - 1 37 are pending. 

II. The following informality is noted. Use Claims 100-101, 103-1 1 1, 131 and 132 are interpreted as 
methods of using for restriction purpose. 

Election/Restriction 

III. Restriction is required under 35 U.S.C. 12 1 and 372. 

This application contains the following inventions or groups of inventions which are not 
so linked as to form a single general inventive concept under PCT Rule 13.1. 

In accordance with 37 CFR 1.499, applicant is required, in response to this action, to 
elect a single invention to which the claims must be restricted. 

Invention 1. Claims 82-85 and 98-99, drawn to a polypeptide capable of modulating 
an immune response against a molecule, the polypeptide comprising: (a) a first portion 
being an Fve polypeptide (SEQ ID NO: 6), a fragment thereof comprising at least 20 
amino acids or a polypeptide having at least 70% sequence identity thereto, which 
polypeptide or fragment comprises immunomodulatory activity; and (b) a second portion 
being a molecule against which the modulation of the immune response is desired, 
wherein the second portion comprises a specific allergen. 

Invention 2. Claims 86-87 and 98-99, drawn to a polypeptide capable of modulating 
an immune response against a molecule, the polypeptide comprising: (a) a first portion 
being an Fve polypeptide (SEQ ID NO: 6), a fragment thereof comprising at least 20 
amino acids or a polypeptide having at least 70% sequence identity thereto, which 
polypeptide or fragment comprises immunomodulatory activity; and (b) a second portion 
being a molecule against which the modulation of the immune response is desired, 
wherein the second portion comprises a specific viral antigen. 

Invention 3. Claims 88-89 and 98-99, drawn to a polypeptide capable of modulating 
an immune response against a molecule, the polypeptide comprising: (a) a first portion 
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being an Fve polypeptide (SEQ ID NO: 6), a fragment thereof comprising at least 20 
amino acids or a polypeptide having at least 70% sequence identity thereto, which 
polypeptide or fragment comprises immunomodulatory activity; and (b) a second portion 
being a molecule against which the modulation of the immune response is desired, 
wherein the second portion comprises a specific tumor antigen. 

Invention 4. Claims 93-99, drawn to a specific nucleic acid encoding a polypeptide 
capable of modulating an immune response against a molecule, the polypeptide 
comprising: (a) a first portion being an Fve polypeptide (SEQ ID NO: 6), a fragment 
thereof comprising at least 20 amino acids or a polypeptide having at least 70% sequence 
identity thereto, which polypeptide or fragment comprises immunomodulatory activity; 
and (b) a second portion being a molecule against which the modulation of the immune 
response is desired, wherein the second portion comprises a specific allergen, vector, 
DNA vaccine, host cell, transgenic non-human organism and a method of preparing said 
nucleic acid. 

Invention 5. Claims 93-94 and 96-99, drawn to a specific nucleic acid encoding a 
polypeptide capable of modulating an immune response against a molecule, the 
polypeptide comprising: (a) a first portion being an Fve polypeptide (SEQ ID NO: 6), a 
fragment thereof comprising at least 20 amino acids or a polypeptide having at least 70% 
sequence identity thereto, which polypeptide or fragment comprises immunomodulatory 
activity; and (b) a second portion being a molecule against which the modulation of the 
immune response is desired, wherein the second portion comprises a specific viral 
antigen, vector, DNA vaccine, host cell, transgenic non-human organism, and a method 
of preparing said nucleic acid. 

Invention 6. Claims 93-94 and 96-99, drawn to a specific nucleic acid encoding a 
polypeptide capable of modulating an immune response against a molecule, the 
polypeptide comprising: (a) a first portion being an Fve polypeptide (SEQ ID NO: 6), a 
fragment thereof comprising at least 20 amino acids or a polypeptide having at least 70% 
sequence identity thereto, which polypeptide or fragment comprises immunomodulatory 
activity; and (b) a second portion being a molecule against which the modulation of the 
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immune response is desired, wherein the second portion comprises a specific tumor 
antigen, vector, DNA vaccine, host cell, transgenic non-human organism and a method 
of preparing said nucleic acid. 

Invention 7. Claim 100, drawn to a method of preparing polypeptide capable of 
modulating an immune response against a molecule, the polypeptide comprising: (a) a 
first portion being an Fve polypeptide (SEQ ID NO: 6), a fragment thereof comprising at 
least 20 amino acids or a polypeptide having at least 70% sequence identity thereto, 
which polypeptide or fragment comprises immunomodulatory activity; and (b) a second 
portion being a molecule against which the modulation of the immune response is 
desired, wherein the second portion comprises a specific allergen. 

Invention 8. Claim 100, drawn to a method of preparing nucleic acid encoding 

polypeptide capable of modulating an immune response against a molecule, the 
polypeptide comprising: (a) a first portion being an Fve polypeptide (SEQ ID NO: 6), a 
fragment thereof comprising at least 20 amino acids or a polypeptide having at least 70% 
sequence identity thereto, which polypeptide or fragment comprises immunomodulatory 
activity; and (b) a second portion being a molecule against which the modulation of the 
immune response is desired, wherein the second portion comprises a specific allergen. 

Invention 9. Claim 100, drawn to a method of preparing polypeptide capable of 
modulating an immune response against a molecule, the polypeptide comprising: (a) a 
first portion being an Fve polypeptide (SEQ ID NO: 6), a fragment thereof comprising at 
least 20 amino acids or a polypeptide having at least 70% sequence identity thereto, 
which polypeptide or fragment comprises immunomodulatory activity; and (b) a second 
portion being a molecule against which the modulation of the immune response is 
desired, wherein the second portion comprises a specific viral antigen. 

Invention 10. Claim 100, drawn to a method of preparing nucleic acid encoding 
polypeptide capable of modulating an immune response against a molecule, the 
polypeptide comprising: (a) a first portion being an Fve polypeptide (SEQ ID NO: 6), a 
fragment thereof comprising at least 20 amino acids or a polypeptide having at least 70% 
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sequence identity thereto, which polypeptide or fragment comprises immunomodulatory 
activity; and (b) a second portion being a molecule against which the modulation of the 
immune response is desired, wherein the second portion comprises a specific viral 
antigen. 

Invention 11. Claim 100, drawn to a method of preparing polypeptide capable of 
modulating an immune response against a molecule, the polypeptide comprising: (a) a 
first portion being an Fve polypeptide (SEQ ID NO: 6), a fragment thereof comprising at 
least 20 amino acids or a polypeptide having at least 70% sequence identity thereto, 
which polypeptide or fragment comprises immunomodulatory activity; and (b) a second 
portion being a molecule against which the modulation of the immune response is 
desired, wherein the second portion comprises a specific tumor antigen. 

Invention 12. Claim 100, drawn to a method of preparing nucleic acid encoding 

polypeptide capable of modulating an immune response against a molecule, the 
polypeptide comprising: (a) a first portion being an Fve polypeptide (SEQ ID NO: 6), a 
fragment thereof comprising at least 20 amino acids or a polypeptide having at least 70% 
sequence identity thereto, which polypeptide or fragment comprises immunomodulatory 
activity; and (b) a second portion being a molecule against which the modulation of the 
immune response is desired, wherein the second portion comprises a specific tumor 
antigen. 

Invention 13. Claims 101-105, drawn to a method of treating allergy using 
polypeptide capable of modulating an immune response against a molecule, the 
polypeptide comprising: (a) a first portion being an Fve polypeptide (SEQ ID NO: 6), a 
fragment thereof comprising at least 20 amino acids or a polypeptide having at least 70% 
sequence identity thereto, which polypeptide or fragment comprises immunomodulatory 
activity; and (b) a second portion being a molecule against which the modulation of the 
immune response is desired, wherein the second portion comprises a specific allergen. 
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Invention 14. Claims 101-102, drawn to a method of treating a specific disease using 
polypeptide capable of modulating an immune response against a molecule, the 
polypeptide comprising: (a) a first portion being an Fve polypeptide (SEQ ID NO: 6), a 
fragment thereof comprising at least 20 amino acids or a polypeptide having at least 70% 
sequence identity thereto, which polypeptide or fragment comprises immunomodulatory 
activity; and (b) a second portion being a molecule against which the modulation of the 
immune response is desired, wherein the second portion comprises a specific viral 
antigen. 

Invention 15. Claims 101-102 and 106-107, drawn to a method of treating a specific 
cancer using polypeptide capable of modulating an immune response against a 
molecule, the polypeptide comprising: (a) a first portion being an Fve polypeptide (SEQ 
ID NO: 6), a fragment thereof comprising at least 20 amino acids or a polypeptide having 
at least 70% sequence identity thereto, which polypeptide or fragment comprises 
immunomodulatory activity; and (b) a second portion being a molecule against which the 
modulation of the immune response is desired, wherein the second portion comprises a 
specific tumor antigen. 

Invention 16. Claims 101-105, drawn to a method of treating allergy using nucleic 
acid encoding polypeptide capable of modulating an immune response against a 
molecule, the polypeptide comprising: (a) a first portion being an Fve polypeptide (SEQ 
ID NO: 6), a fragment thereof comprising at least 20 amino acids or a polypeptide having 
at least 70% sequence identity thereto, which polypeptide or fragment comprises 
immunomodulatory activity; and (b) a second portion being a molecule against which the 
modulation of the immune response is desired, wherein the second portion comprises a 
specific allergen. 

Invention 17. Claims 101-102, drawn to a method of treating a specific disease using 
nucleic acid encoding polypeptide capable of modulating an immune response against a 
molecule, the polypeptide comprising: (a) a first portion being an Fve polypeptide (SEQ 
ID NO: 6), a fragment thereof comprising at least 20 amino acids or a polypeptide having 
at least 70% sequence identity thereto, which polypeptide or fragment comprises 
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immunomodulatory activity; and (b) a second portion being a molecule against which the 
modulation of the immune response is desired, wherein the second portion comprises a 
specific viral antigen. 

Invention 18. Claims 1 0 1 - 1 02 and 1 06- 1 07, drawn to a method of treating a specific 
cancer using nucleic acid encoding polypeptide capable of modulating an immune 
response against a molecule, the polypeptide comprising: (a) a first portion being an Fve 
polypeptide (SEQ ID NO: 6), a fragment thereof comprising at least 20 amino acids or a 
polypeptide having at least 70% sequence identity thereto, which polypeptide or fragment 
comprises immunomodulatory activity; and (b) a second portion being a molecule against 
which the modulation of the immune response is desired, wherein the second portion 
comprises a specific tumor antigen. 

Invention 19. Claims 108, 110 and 111, drawn to a method of stimulating 
proliferation of CD3 + CD8 + CD18 + bright T cells, and IL-10 production in CD+3 cells 
and not stimulates IL-4 and IL-13 in the CD3+ cells using a polypeptide comprising an 
Fve sequence, a fragment thereof or a polypeptide having at least 70% sequence identity 
thereto, which polypeptide or fragment comprises immunomodulatory activity. 

Invention 20. Claims 108, 110 and 111, drawn to a method of stimulating 
proliferation of CD3 + CD8 + CD18 + bright T cells, and IL-10 production in CD+3 cells 
and not stimulates IL-4 and IL-13 in the CD3+ cells using nucleic acid encoding a 
polypeptide comprising an Fve sequence, a fragment thereof or a polypeptide having at 
least 70% sequence identity thereto, which polypeptide or fragment comprises 
immunomodulatory activity. 

Invention 2 1 . Claim 1 09, drawn to a method of enriching NK cells in a cell 
population using an Fve polypeptide, a fragment thereof or a polypeptide having at least 
70% sequence identity thereto, which polypeptide or fragment comprises 
immunomodulatory activity. 
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Invention 22. Claim 109, drawn to a method of enriching NK cells in a cell 
population using a nucleic acid encoding a Fve polypeptide, a fragment thereof or a 
polypeptide having at least 70% sequence identity thereto, which polypeptide or fragment 
comprises immunomodulatory activity. 

Invention 23. Claim 109, drawn to a method of enhancing cytolytic activity of 
CD16+, CD56+ NK cells in a cell population using a Fve polypeptide, a fragment 
thereof or a polypeptide having at least 70% sequence identity thereto, which polypeptide 
or fragment comprises immunomodulatory activity. 

Invention 24. Claim 109, drawn to a method of enhancing cytolytic activity of 
CD16+, CD56+ NK cells in a cell population using a polynucleotide encoding a Fve 
polypeptide, a fragment thereof or a polypeptide having at least 70% sequence identity 
thereto, which polypeptide or fragment comprises immunomodulatory activity. 

Invention 25. Claims 112-113, drawn to a method of amplifying a sub-population of 
CD3+, CD8+ and CD18+ cells wherein the method comprises (a) obtaining a population 
of cells from an individual; (b) amplifying CD3 CD8' and CD18 1 bright T cells by 
exposing the population of cells to a polypeptide comprising: (a) a first portion being an 
Fve polypeptide (SEQ ID NO: 6), a fragment thereof comprising at least 20 amino acids 
or a polypeptide having at least 70% sequence identity thereto, which polypeptide or 
fragment comprises immunomodulatory activity; and (b) a second portion being a 
molecule against which the modulation of the immune response is desired, wherein the 
second portion comprises a specific allergen. 

Invention 26. Claims 112-113, drawn to a method of amplifying a sub-population of 
CD3+, CD8+ and CD18+ cells wherein the method comprises (a) obtaining a population 
of cells from an individual; (b) amplifying CD3 + CD8 + and CD18 + bright T cells by 
exposing the population of cells to a polypeptide comprising: (a) a first portion being an 
Fve polypeptide (SEQ ID NO: 6), a fragment thereof comprising at least 20 amino acids 
or a polypeptide having at least 70% sequence identity thereto, which polypeptide or 
fragment comprises immunomodulatory activity; and (b) a second portion being a 
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molecule against which the modulation of the immune response is desired, wherein the 
second portion comprises a specific viral antigen. 

Invention 27. Claims 112-113, drawn to a method of amplifying a sub-population of 
CD3+, CD8+ and CD18+ cells wherein the method comprises (a) obtaining a population 
of cells from an individual; (b) amplifying CD3 + CD8 + and CD 18 + bright T cells by 
exposing the population of cells to a polypeptide comprising: (a) a first portion being an 
Fve polypeptide (SEQ ID NO: 6), a fragment thereof comprising at least 20 amino acids 
or a polypeptide having at least 70% sequence identity thereto, which polypeptide or 
fragment comprises immunomodulatory activity; and (b) a second portion being a 
molecule against which the modulation of the immune response is desired, wherein the 
second portion comprises a specific tumor antigen. 

Invention 28. Claims 112-113, drawn to a method of amplifying a sub-population of 
CD3+, CD8+ and CD18+ cells wherein the method comprises (a) obtaining a population 
of cells from an individual; (b) amplifying CD3 CD8 1 and CD18 1 bright T cells by 
exposing the population of cells to a nucleic acid encoding polypeptide comprising: (a) a 
first portion being an Fve polypeptide (SEQ ID NO: 6), a fragment thereof comprising at 
least 20 amino acids or a polypeptide having at least 70% sequence identity thereto, 
which polypeptide or fragment comprises immunomodulatory activity; and (b) a second 
portion being a molecule against which the modulation of the immune response is 
desired, wherein the second portion comprises a specific allergen. 

Invention 29. Claims 1 12-113, drawn to a method of amplifying a sub-population of 
CD3+, CD8+ and CD18+ cells wherein the method comprises (a) obtaining a population 
of cells from an individual; (b) amplifying CD3 + CD8 + and CD18 + bright T cells by 
exposing the population of cells to a nucleic acid encoding polypeptide comprising: (a) a 
first portion being an Fve polypeptide (SEQ ID NO: 6), a fragment thereof comprising at 
least 20 amino acids or a polypeptide having at least 70% sequence identity thereto, 
which polypeptide or fragment comprises immunomodulatory activity; and (b) a second 
portion being a molecule against which the modulation of the immune response is 
desired, wherein the second portion comprises a specific viral antigen. 
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Invention 30. Claims 1 12-113, drawn to a method of amplifying a sub-population of 
CD3+, CD8+ and CD18+ cells wherein the method comprises (a) obtaining a population 
of cells from an individual; (b) amplifying CD3 + CD8 + and CD18 + bright T cells by 
exposing the population of cells to a nucleic acid encoding polypeptide comprising: (a) a 
first portion being an Fve polypeptide (SEQ ID NO: 6), a fragment thereof comprising at 
least 20 amino acids or a polypeptide having at least 70% sequence identity thereto, 
which polypeptide or fragment comprises immunomodulatory activity; and (b) a second 
portion being a molecule against which the modulation of the immune response is 
desired, wherein the second portion comprises a specific tumor antigen. 

Invention 31. Claim 1 14, drawn to a method of treating an individual suffering from 
a specific disease or preventing the occurrence of a disease in an individual, the method 
comprising amplifying a CD3 CDS and CD18 + bright T cell by a method according to 
Claim 1 12 or 1 13, and administering the amplified CD3 + CD8 + and CD 18 + bright T 
cell to an individual. 

Invention 32. Claims 1 15-124, 129-130 and 134-135, drawn to a variant Fve 
polypeptide comprising a Fve polypeptide having a sequence set out in SEQ ID NO: 6 
together with a mutation at position 27 of that sequence, or a mutation at position 29 of 
that sequence, or both and a pharmaceutical composition comprising such variant Fve 
polypeptide. 

Invention 33. Claims 125-130, drawn to a nucleic acid capable of encoding a variant 
Fve polypeptide and a pharmaceutical composition comprising such nucleic acid. 

Invention 34. Claims 131-132, drawn to a method of amplifying a sub-population of 
CD3+, CD8+ and CD18+ cells wherein the method comprises (a) obtaining a population 
of cells from an individual; (b) amplifying CD3 + CD8 + and CD18 + bright T cells by 
exposing the population of cells to an Fve polypeptide, a fragment thereof or a 
polypeptide having at least 70% sequence identity thereto, which polypeptide or fragment 
comprises immunomodulatory activity. 
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Invention 35. Claim 131, drawn to a method of amplifying a sub-population of 
CD3+, CD8+ and CD18+ cells wherein the method comprises (a) obtaining a population 
of cells from an individual; (b) amplifying CD3 + CD8 + and CD1 8 + bright T cells by 
exposing the population of cells to a nucleic acid encoding a Fve polypeptide, a fragment 
thereof or a polypeptide having at least 70% sequence identity thereto, which polypeptide 
or fragment comprises immunomodulatory activity. 

Invention 36. Claims 133, and 136-137, drawn to a method of modulating an 
immune response against a molecule, the method comprising simultaneously or 
sequentially administering to an individual: (a) a first molecule being an Fve polypeptide 
(SEQ ID NO: 6), a fragment thereof comprising at least 20 amino acids or a polypeptide 
having at least 70% sequence identity thereto, which polypeptide or fragment comprises 
immunomodulatory activity; and (b) a second molecule being a molecule against which 
the modulation of the immune response is desired. 

Linking claims 81 and 90-92 will be examined along with inventions 1-3 if any 
one of said inventions is elected. 

Claims 81 and 90-92 link inventions 1-3. The restriction requirement among the 
linked inventions is subject to the nonallowance of the linking claims, claims 81 and 89- 
92. Upon the allowance of the linking claim(s), the restriction requirement as to the 
linked inventions shall be withdrawn and any claim(s) depending from or otherwise 
including all the limitations of the allowable linking claim(s) will be entitled to 
examination in the instant application. Applicant(s) are advised that if any such claim(s) 
depending from or including all the limitations of the allowable linking claim(s) is/are 
presented in a continuation or divisional application, the claims of the continuation or 
divisional application may be subject to provisional statutory and/or nonstatutory double 
patenting rejections over the claims of the instant application. Where a restriction 
requirement is withdrawn, the provisions of 35 U.S.C. 121 are no longer applicable. In re 
Ziegler, 44 F.2d 1211, 1215, 170USPQ 129, 131-32 (CCPA 1971). See also MPEP § 
804.01. 
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The inventions listed as Inventions 1-36 do not relate to a single general inventive 
concept under PCT Rule 13.1 because, under PCT Rule 13.2, they lack the same or 
corresponding special technical features for the following reasons: 

A same or corresponding technical feature shared among Inventions 1-36 is an 
Fve polypeptide of SEQ ID NO: 6 or fragment thereof that has immunostimulatory 
activity. However, the reference of Ko et al (of record, J Formos Med Assoc 96(7): 517- 
524, 1997; PTO 1449) teaches such Fve polypeptide and fragment thereof that has 
immunostimulatory activity (see entire document, abstract, page 521, in particular). 

Thus, the same or corresponding technical feature is not special since it was 
known in the prior art and therefore cannot make a contribution over the prior art. Since 
the inventions lack the same or corresponding special technical feature, then the 
inventions listed as Inventions 1-36 are not so linked as to form a single general inventive 
concept under PCT Rule 13.1. 

IV. Accordingly, Groups 1-36 are not so linked as to form a single general inventive concept and 
restriction is proper. 

V. Applicant is advised that the response to this requirement to be complete must include an election 
of the invention to be examined even though the requirement be traversed. 

VI. The examiner has required restriction between product and process claims. Where applicant 
elects claims directed to the product, and a product claims are subsequently found allowable, 
withdrawn process claims that depend from or otherwise include all the limitations of the 
allowable product claim will be considered for rejoinder. All claims directed a nonelected 
process invention must require all the limitations of an allowable product claim for that process 
invention to be rejoined. 

In the event of rejoinder, the requirement for restriction between the product claims and 
the rejoined process claims will be withdrawn, and the rejoined process claims will be fully 
examined for patentability in accordance with 37 CFR 1.104. Thus, to be allowable, the rejoined 
claims must meet all criteria for patentability including the requirements of 35 U.S.C. 101, 102, 
103, and 1 12. Until all claims to the elected product claim are found allowable, an otherwise 
proper restriction requirement between product claims and process claims may be maintained. 
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Withdrawn process claims that are not commensurate in scope with an allowed product claim will 
not be rejoined. See MPEP § 82 1 .04(b). Additionally, in order to retain the right to rejoinder in 
accordance with the above policy, applicant is advised that the process claims should be amended 
during prosecution to require the limitations of the product claims. Failure to do so may result 
in a loss of the right to rejoinder. Further, note that the prohibition against double patenting 
rejections of 35 U.S.C. 121 does not apply where the restriction requirement is withdrawn by the 
examiner before the patent issues. See MPEP § 804.01 . 

VII. Any inquiry concerning this communication or earlier communications from the examiner should 
be directed to Phuong Huynh "NEON" whose telephone number is (571) 272-0846. The 
examiner can normally be reached Monday through Friday from 9:00 am to 5:30 p.m. A message 
may be left on the examiner's voice mail service. If attempts to reach the examiner by telephone 
are unsuccessful, the examiner's supervisor, Christina Chan can be reached on (571) 272-0841. 
The IFW official Fax number is (571) 273-8300. 

VIII. Any information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval ( PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

/Phuong Huynh/ 

Primary Examiner, Art Unit 1 644 

March 14, 2008 



